
November 24, 1998

Via Express Mail

Office of Special Nutritional (HFS-450)
Cellt.r for Food Safety an$ $~l~d ~ril~ ~B ~lo :31
Food and Drug Administratioli ~;m

200 C Street, S.W.
Washington, D.C. 20204

Re: Statement of Nutritional Support
Section 403(r)(6) Notification

Ladies and Gentlemen:

In accordance with the requirementsof Section 403(r)(6)of the Federal Food,
Drug and Cosmetic Act, Makes of KAL, Inc., having the address of 1500 Kearns
Boulevard, Park City, Utah 84060, notifies the FDA that it has commenced the
marketing of the following dietary supplement with the following statement of
nutritional support:

Relevant Dietary
Product Ingredients Statement of Nutritional Support

Choline & Choline Bitartrate and Choline and Inositol provide nutritive

Inositol Inositol support for maintaining cellular
integrity, proper nerve function and the
normal metabolism of fat.

I certify that the foregoing is complete and accurate, and that Makers of KAL,
Inc. has substantiation that the statement is truthful and not misleading.

Very truly yours,

Makers of KAL, Inc.

.Y:.4..
‘“’Frank W. Gay III, President

Vitamins and Minerals

97S-0162

1400 Kearns Blvd 2nci Fkmr ‘ P.{). Box 681869

P:trk City. [Jtdl S406S (435) 655-6000 FAX 647-3802

b
TRUE
BLUE

holdFdu<il fly in
Ik.dth FL)(HJStores

-&’>


